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Appli ation No. 

09/497,891 


Applicant(s) 

KUENZER ET AL 


Examiner 

Sabiha Nairn Qazi 


Art Unit 

1616 





The MAILING DATE of this communication app ars on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE MONTH(S) FROM 

THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply v^thin the statutory minimum of thirty (30) days will be considered timety. 

• If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133): 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
eamed patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)^ Responsive to communication(s) filed on 29 May 2003 . 
2a)n This action is FINAL. 2b)M This action is non-final. 

3) n Since this application is in condition for allowance except for fomnal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 11, 453 O.G. 21 3. 
Disposition of Claims 

4) ^ Claim(s) 53-89 is/are pending in the application, 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) E] Claim(s) 53-89 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)n accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawjng(s) be held in abeyance. See 37 CFR 1.85(a). 

11) n The proposed drawing correction filed on is: a)n approved b)n disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 1 20 

13) n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)nAII b)n Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2.n Certified copies of the priority documents have been received in Application No. . 



3.n Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 . 
Attachment(s) 



1) Notice of References Cited (PTO-892) 

2) n Notice of Draftsperson's Patent Drawing Review {PTO-948) 

3) n Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 



4) □ Interview Summary (PTO-41 3) Paper No(s). 

5) [U Notice of Informal Patent Application (PTO-152) 

6) □ Other: 



U.S. Patent and Trademark Office 
PTO-326 (Rev. 04-01) 



Office Action Summary 



Part of Paper No. 17 



Application/ Control Number: 09/497,891 Page 2 

Art Unit: 1616 

Acknowledgement is made of the response filed in paper no. 16 dated 
5/29/03. Claims 53-89 are pending. No claim is allowed at [resent time. 
Finality of the action and the rejection is withdrawn. Regarding cancellation of 
non elected invention, applicant argue that non elected subject matter has 
been canceled. Examiner disagree because if the dotted lines represents a 
single line than one bond is already in the ring which will make double bond in 
rings B, C and D. 

New rejections are as follows. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of35U.S.C. 112: 
The specification shall contain a written description of the invention, and 
of the manner and process of making and using it, in such full, clear, 
concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and 
use the same and shall set forth the best mode contemplated by the 
inventor of carrying out his invention. 

Claims 66-89 .are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the enablement requirement. The claim(s) contains 
subject matter, which was not described in the specification in such a way as 
to enable one skilled in the art to which it pertains, or with which it is most 
nearly connected, to make and/or use the invention. 
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Basis of Rejection 

Claims are rejected because they are too broad and specification(s) does 
not support how these diseases can be treated. The only working example is 
16-estradiol on page 93 in Table 3. 

The first paragraph of 35 U.S.C. 112 states, "The specification shall 
contain a written description of the invention, and of the manner and process 
of making and using it, in such full, clear, concise, and exact terms as to 
enable any person skilled in the art to which it pertains, or with which it is 
most nearly connected, to make and use the same...''. The courts have 
interpreted this to mean that the specification must enable one skilled in the 
art to make and use the invention without undue experimentation. The courts 
have further interpreted undue experimentation as requiring "ingenuity beyond 
that to be expected of one of ordinary skill in the art" ( Fields v. Conover , 170 
USPQ 276 (CCPA 1971)) or requiring an extended period of experimentation in 
the absence of sufficient direction or guidance ( In re Colianni . 195 USPQ 150 
(CCPA 1977)). Additionally, the courts have determined that "... where a 
statement is, on its face, contrary to generally accepted scientific principles", a 
rejection for failure to teach how to make and/or use is proper (In re 
Marzocchi, 169 USPQ 367 (CCPA 1971). Factors to be considered in 
determining whether a disclosure meets the enablement requirement of 35 
U.S.C. 112, first paragraph, have been described in In re Colianni , 195 USPQ 
150, 153 (CCPA 1977), have been clarified by the Board of Patent Appeals and 
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Interferences in Ex parte Forman , 230 USPQ 546 (BPAI 1986), and are 
summarized in In re Wands (858 F2d 731, 737, 8 USPQ2d 1400, 1404 (Fed 
Cir. 1988). 

Among these factors are: (1) the nature of the invention; (2) the state of 
the prior art; (3) the relative skill of those in the art; (4) the predictability or 
unpredictability of the art; (5) the breadth of the claims; (6) the amount of 
direction or guidance presented; (7) the presence or absence of working 
examples; and (8) the quantity of experimentation necessary. When the above 
factors are weighed, it is the examiner's position that one skilled in the art 
could not practice the invention without undue experimentation. 
The instant disclosure fails to meet the enablement requirement for the 
following reasons: 

The Nature of the Invention 

The invention of Claims 53-64 is drawn to the steroidal compounds of 
Formula I having an aromatic ring A. Claims 65 is a composition claim. Claims 
66-89 are drawn to methods of treating different diseases, such as: 

1) estrogen-deficiency-induced disease 

2) peri- or post-menopausal symptoms 

3) hormone-deficiency-induced emotional disease 

4) gastrointestinal disease 

5) ulcer or hemorrhagic diatheses in gastrointestinal tract 

6) neoplasias 



Application /Control Number: 09/497,891 Page 5 

Art Unit: 1616 

7) infertility 

8) hormone replacement therapy 

9) osteoporosis 

10) cardiovascular disease 

1 1) vascular disease 

12) arteriosclerosis 

13) Alzheimer's disease 

14) inflammatory disease 

15) immune system 

16) and many more... 

The Unpredictability of the Art 

The unpredictability of the steroid art is very high. The significance of 
particular estradiol derivatives as presently claimed for different aspects of 
biological activity cannot be predicted a priori but must be determined from the 
case to case by painstaking experimental study." 

The Amount off Direction Provided 

One skilled in the art could not practice the invention with the current 
specification because it does not provide enough guidance in the way of written 
description. See In re Wright, 999 F.2d 1557, 27 USPQ2d 1510 (Fed. Cir. 
1993); In re Vaeck, 947 F.2d 488, 20 USPQ2d 1438 (Fed. Cir. 1991). 

It is not obvious from the disclosure of one species whether other species 
will work. In re Dreshfield, 110 F.2d 235, 45 USPQ 36 (CCPA 1940), gives this 
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general rule: "It is well settled that in cases involving chemicals and chemical 
compounds, which differ radically in their properties it must appear in an 
applicant's specification either by the enumeration of a sufficient number of the 
members of a group or by other appropriate language, that the chemicals or 
chemical combinations included in the claims are capable of accomplishing the 
desired result." 

A disclosure should contain representative examples, which provide 
reasonable assurance to one skilled in the art that the compounds fall within 
the scope of a claim will possess the alleged activity. See In re Riat et al, (CCPA 
1964) 327 F2d 685, 140 USPQ 471; In re Barr et al. (CCPA 1971) 444 F 2d 
349, 151 USPQ 724. 

The Absence of Working Examples 

As stated above, the does not disclose any support for the method of 
treating the list of diseases as claimed. In Table 3 on page 93 there is only one 
example showing the data for receptor binding. This data is not enough to 
enable the method for treatment for diseases listed in claims by wide variety of 
compounds as in claim 1 . 

The Quantity of Experimentation Necessary 

Since the use of the compounds of Formula I cannot be predicted a priori 
but must be determined from the case to case by painstaking experimental 
study and when the above factors are weighed together, one of ordinary skill in 
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the art would be burdened with undue "painstaking experimentation study" to 
determine the all of the amino sterols as presently claimed. 



The following is a quotation of the appropriate paragraphs of 35 
U.S.C. 102 that form the basis for the rejections under this section made in 
this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in 
this or a foreign country or in public use or on sale in this country, more 
than one year prior to the date of application for patent in the United 



Claims 53 and 65 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Ferguson et al. (Fishman et al. (DN 53:17432, CAPLUS, abstract 
of Journal of Organic Chemistry (1958), 23, 1190-2). Abstract is enclosed. 



RN 1225-58-7 CAPLUS 

CN Estra-1, 3,5(10)-triene-3, 16-diol, (16.beta.)- 

This compound has been claimed in the present application. 

Any inquiry concerning this communication or earlier communications 

from the examiner should be directed to Sabiha Nairn Qazi whose telephone 



Claim Rejections - 35 USC §102 



States. 



Me 




OH 
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number is 703-305-3910. If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Jose Dees can be reached on 703- 
308-4628. The fax phone numbers for the organization where this application 
or proceeding is assigned are 703-308-4556 for regular communications and 
703-308-4556 for After Final communications. 

Any inquiry of a general nature or relating to the status of this 
application or proceeding should be directed to the receptionist whose 
telephone number is 703-308-1235. 

SABIHA QAZI, PH.D 
PRIMARY EXAMINER 



June 14, 2003 



